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Acetaminophen formation Si>eciflc Activity 
Sttlllple Raw Ad$#ed(~M) 

Idcxhfkation (@VI) Individual 
,~pmo~rn~~rni~~i~~ cellsk Percent 

Meara Ii: SD ltidivid@ ~Mean * SD ofVC 
Donor 1 

vc 0.05388 O.OS39 0.0487i 0.00543 0,481 u.4Js*oo:O485 100 
0.05227 0.0523 0,467 
0.04658 0.0466 0.416 
0.04203 p.Q420 0,375 

50 jlM 0.95167 ,0.952 0.987ItO,o697 8.50 8.81 k&623 2,027 
Omepmzole I.07407 1*07 9.59 

0.91389 0.914 8.16 
1.00737 1.01 8,99 

Donot 
vc 0.03023 0.0302 0.03#0s0.00305 0.270 0.267iO.0272 IPO 

0.03210 0.0321 0,287 
0,03193 0.0319 0.285 
0.02556 ~.0256 0.228 

so pM 0.31279 0.313 0.256 32 0,047S 2.79 2.28iO.424 854 
Onepmmle 0.21399 0.214 1.91 

0.27687 0.277 2.47 
0.21933 0.219 1.96 

Donor3 
vc 0.04357 0.0436 0.04103: 0.00447 0389 0.366~0:0399 100 

0.04576 0.0458 0.409 
0.03607 0.0361 0.322 
0.03849 0.0385 0,344 

so p&l I.21524 1,215 ‘0.932~00.192 10.9 S.33.kl.72 2.276 
Omeprazole 0.78444 0.784 7.00 

0.87427 0.874 7.81 
0.85595 0.856 7.64 

Abbreviations: SD, standard deviation; VC, vehicle cantrol ft % Mahan5l) 
NOW; For all crdculations above, the resulting vaiucs ark shown with nt iesst three significmt Figures for display pm-poses only, 
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~~~Y~r~X~~~Q~t~FQ~e fQITiX&Xl Specifle Activity 
Sample RW?TJ Adjusted o&l) (urns Percent 

Identification (PM) individual. M&n f SD Individual ~MeanrSD afVC 
Donor I 

VC 0.05693 a a. 100 eo. 100 k 0.000 -+893 -%.893 * 0.000 100 
0.05726 * COO. 100 KO.893 
0.05367 a co. 100 Q.1193 
0.04590 a /<O. 100. <0.893, 

25 I.~M 1.22302 1.22 1,E5 f 0.109 10.9 10.3;t0,972 >I,153 
Rifampin 1.23746 1.24 11.0 

I.14988 I.15 10.3 
0.99967 1.00 8.93 

ponor 2 
VC 0.12401 0.124 Go.1 $7 rt a,0141 I,11 ~1.DsLi;O.126 100 

0.13222 0.132 1.18 
0.07973 a <0.100 Gl.893 
0.11219 0.112 1.00 

25 @4 0.90574 0.906 0,898 f 0.12Q ILO9 8.01 z-b I.,08 >766 
Rifampin 1.05531 l-06 9.42 

0.86362 0.864 7.71 
0.76548 (0,765 6.83 

ponor 3 
vc 0.06064 ’ ~~0.100 <o. 100 s 0.000 4.893 <0.8x3 ~0,000 100 

0.05981 a ~0.100 <0.0.893 
0.06402 a ~0,100 <0.893 
0,08660 a co. IfjO ccQ.893 

25 JAM 1.43954 1.42 1.51 * 0,220 12.7 13.5f 1.97 -;f,511 
Rifampin 1,83715 1.84 16.4 

I,43319 1.43 12.8 
1.35405 1.35 12.1 

Abbreviations: SD, standard deviation; VC, xebiele control (1% h&thanol) 
’ The observed anaiyzcd value (PM) was b&w the lowest concentration on the stapdatd ewe {@, t PM), 
Note: For all calculations above% the resulting values are shown with at liast three significant figures for display purposes only. 
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305-l 188-03 

Metaxalone 
(PM) 

Xcetamina#en fornwtion Spwifrc A@ivity 
R#W (~m~i/~~~rnjlii~n g~~llss) Percent 
I&M) Individual Mean*SD ~~i~idual &lean* SR OfVC 

Donor 1 
0.05388: 0.0539 0,0487~Oo.iK)543 0.4&l- 1 0,435110,Q485 100 
0.0$227' 0,0523 0,467 
0.04658' 0.0466 0.416 
0.04203; 0.0420 0,375 

0.4 O,OS12I 0,0512 0.0537~0.00309 0.457 0.47910.0276 110 
0,05264 &OS26 0.470 
0.05714 0.0571 osio 

4 0.07410 0.0741 0,0638 f 0.0193 0,662 OS70~0.172 131 
0.07581 0.0758 0.677 
0.04160 0.0416 0,371 

40 0.15156' 0,152 0*161~RQ,0133 1.35 1.44*:2).119 332 
0.15617' O,J% 1.39 
Cj.17639; 0.177 12% 

Donar2 - 
0.03023 0.0302 0.~300~~.0~305 0.270 0.267*0.0272 100 
0.03210 0.0321 0.287 
0.03193 0.0319 0.285 
0.02556 0.0256 0.228 

0.4 0.03165 0.0317 WI323 *oo.ooo8so 0,283 0.289 * 0.00759 108 
0.03208 0.0321 0,286 
0.03329: 0.0333 0.297 

4, 0.03346. 0.0335 0.0340* 0.00198 0.299 0.3O4*w177 113 
0.03619 0.0362 0.323 
0.03234; 0.0323 0.289 

40 0.06015 0,0602 0.05&9;t0.00795 0.537 0.526~#.0710 197 
0.06616 0.0662 0.591 
0.05040 0.0504 0.450 

Donor3 
0.04357: 0.0436 0.M10~t.00447 0.389 0.366kO.0399 100 
0.04576 0.0458 0.409 
0.03607, 0,0361 0,322 
0,03&w 0,03~5, 0.344 
0.04030 0:0403 0.043~~0,00361 0,360 0.391 Ito. 107 
0.04347' 0.0435 0,388 
0.04750 0.0475 0.424 

4 0.04411 0.0441 0.0443 iO.O6K)214 0,394 0.39610.00191 108 
0.04453 0.0445 0.398 
0.04425 0.0443 OJ95 

40 0.12276 0.123 0.122rt 0.0036s 1.10 1.09iW326 297 
0.13776; 0.118 1.05 
0.12487 0.125 1.11 

Abbreviations: SD, stmdWd deviatica; VC, vehkle ‘wntml .@%I Metbawl) 
Nate: For ail calculations above, the resulting values are shown with at kmt thrcx significant fjgum for display pwposes only. 
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Table 4a; C!YPZAfi.Ac$ivity in Cryogresmved Humaa 
Incub&ion with M~tax~t~n~ 

PWCfXlt 
OfVC 

100 

0,00000 a ro. 100 <0.%93 
0.4 0~00ooo u co. I OQ- <o. 100 a 0.000 CO.893 <O&93 f 0,000 100 

o*ooooo a co, 100 ~0.893 
0.00000 a 4. f 00 ~0.893 

4 0;00000 It <o. 100 <Q.loo ct 0.000 CO.893 <0.893 f 0.000 100 
0.00(500 ia -=o. 100 CO.&93 
0.00000 ” a, 100 CO.%93 

40 0.00000 a -=a, 100 ~0,100*0,000 <0.893 ~0.893 f Q.ooo ioo 
0.00000 a 4.100 CO.893 
0.00000 a co, 100 40.0.893 

?-~yd~~~ (743C):Fopnation: Donor.2 
0.00000 * <Oh 100 <o, IO0 0.000 ~0.893 tf: ~O.W3 f 0.000 too 
0.00000 a co. 100 ~O:o,sP3 
0.00000 a co. 100 -a.893 
0.00000 * -=o. Iwi CO.893 

0.4 0.00000 a~ co.1 00 ~0,100 f 0.000 a.893 CO.893 h o.ooo 100 
0.00000 8: 4.100 Ql.fs93 
o.~oqoo * a, 100 <0.893 

4 osoQouo a <0.'100 ice, loo zk 0.000 a.893 iO.893 r;to.ooo 100 
0.00000 8 ~0.100 40.893 
0.00000 * ~0.100 <0.%93 

40 0.00000 a' co, 100 <o. 100 f 0.000 <0.%93 CO.893 32 0.000 IO0 
0.00000 a <O.lOO 40.893 
0.00000 a co, ioa CO.893 

7"~y~~~~~u~~~ (7-k-C) Formation: :DQTw.J 
o.oouooa <O.loo ~o;O,lOo f 0.000 -a893 <0*%93 i 0.000 100 
0.00000 8x co. 105 <0.0.&93 
0.00000 a co. 100 <0*%93 
0.00000 a co, joo 40.893 

0.4 0.00000 a ~0.100 co. 100 f 0.000 40.893 <i).%93 *0.000 100 
0.00000 * co. 100 CO.893 
0.00000 a, +=0.100 al.893 

4 0.00000 a co, 100 ~0._100 * 0.000 dO.893 <0.%93 * 0.000 100 
o.wooo * <o. 100 4,893 
0.00000 a ~U.100 ~CO.893 

40 0.00000 a <o. 100 go, 100 * 0.000 eM93 +a.$93 s Q*ouO 100 
0.00000 a co. 100 <0*%93 
0.00000 a -q.100 a.893 

Abbreviations: SD, standard deviation; VC, vehicle control (1% Metbanol) 
* The observed analyzed v&e (PM) was below $e lowest cor\centfation on the standard curye (0.1 PM]. 
Note: For all calcutations above, the t’esuttibp, vtiups are show with at least three significant @#es for display pwposes only 



Metaxalone Raw Adjusted (KM) (~~~~~i~~il~~~~ e&Is) Percent 
fbw CPM) Individual :M"ean f SD 

7-Hydroxycoumqrin G luc;ursmidq (7-HCG) Formation: Donor 1 
0 0.01705 b ~0.0500 ~o.osao f 0.000 co.446 ~0.446zk0.000 100 

WC) 

0.4 

41 

40 

o.ooboo b -4.0500 
0.00000 t! -=o,osoo 
0.00000 " ~0.0500 
0.00000 b <o.osoo ~0.0;500 I 0.000 
0.00000 b ~0.0500 
0.00000 b ~0.0500 
O.OOOOOb <o.a5oo <0.0500~0.000 
o,ooooo b ~0.0500 
0.00000 Ii <0.0500 
0.00000 b ~0.0500 49.0500 St o.ooo 
0.00000 ti 10 . 0500 

<O/%46 
CO.446 
~0.~46 
.@A46 go.444 *o.Qoo 100 
qo.445 
ro.446 
~0.446 KO.446 ;t O*QoQ IO0 
<O&46 
qL446 
~0.446 ~0.446 f 0.000 100 
CO.446 

o,ooooo * ~o.psoo CO.446 
'I*Hydrdxycc?u~tin GlQcrlroni@e (7-HCG) FormatiQn:. Ihmr 2 

0 0.03808 b, <O,bSoo ~0.0500 * 0.000 <O&46 ~0.446tt:WQO 100 
(W 0.04 134 b ~O.O$OO CO-446 

0.03654 ' -Q.OWO ~0.446 
0.03 196 b <o.OSQO X0.446 

0.,4 0.02245 b< d),OSOO <O:O.OSOO k 0.000 CO,446 <0*0.446 * 0.000 too 
0.03808 *, ~o.osoo <O/l46 
0.03808 *: ~0,0500 -+446 

4 0.03437 b <0.0500 ~0.0500 * 0,000 -+%46 <0.446 $: 9.000 100 
0.03.926 b <0.0500 CO.446 
0.02966 b ~0.0500 G.446 

40 0.02926 b, ~o:o,osoo <0.0500 f 0.000 -W#6 KO.446 f 0.000 too 
0,02664 b <O.OSOO ~0.446 
0.03334 b' <O,OSOQ 4M46 / 

'J-Hydr&yimmarin Gluqmni~+e (?-RCC) Form@km: tjonor 3 
0.00000 b 4.0500~. 4l.oaQ f. 0.000 <O/446 COO.446 f 0,000 
0.0 1964 b, ~0.0500 <0.446 
0.02373 b, <0.0500 <O&6 
0.00000 b ~0,0500 ~0.446 
0.02156 b -=O.OSoQ ~0.0500 f 0.000 <0,446 <O&46 i 0.000 
0.01820 *z ~O.OSOQ <0.446 
0.01816 b, ~0.0500 CO.446 
0.00000 * ~0.0500 -=o,osoQ ~'0,000 ~0.446 co-446 f 0.000 

100 

100 

100 
0.01965 b <0.0500 ~0.446 
0.01624 b ~0.0500 <0.446 

40 o.oQooo b ~0.0500 ~O.OSoQ f 0,000 CO.446 <0.446 rt: 0.000 100 
0.01883 b' <0.0500 KO.446 
0.00000 * ~O.OSoQ <0.446 

Abbroviationt;: SD, standard deviation; VC, v&i& eon@oI (1% h4ethmal) 
b The observed analyzed value fpM) was below the lowest ctirm%ra%m rut the standard cmve (M35 @I). 
Note: For all cakxdatiww above, the resulting values rare shown with at lea% three signifitit fig&~ for display purposes only. 
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Summary Data Tables All Cryopr,eserved Human Donors 305-l 18843 

Metabolite fotiarion Specific Abtivity 
Metaxalone Raw AAustad (PM) (~o~~~~~irrion @elk) 

(F’M) (PM) Individual Mean f SD Individu,al Mean i SD 
7-Hydrxoycourpmin ,S@fate (7.HCS) For&ion: Lionor J 

0 0.00000 c ~0.150 -=a. 130 ciz O.ObO <I 34 4.34*o.ooo 

Percent 
af vc 

100 
w3 0.00000 E a. I50 <I.34 

0.00000 E a. 150 K1.34 
0.00000 o q. I$0 <I .34 

E 1 0,.4 0.00000 go. 150 co+ SO * 0.000 11.34 -=I .34Lt 0.000 100 
0.00000 c co.1 so Cl.34 
o,ooooo : 40. I50 4 234 

4 0.00000 F co. X30 <O.lSOLt o*ooo 41.34 ~:1.34rt(3,000 fO0 
0.00000 e <O.ISO <I.34 
o,ooooo 4 a. 150 <I .34 

40 o.ooooo c <O.ISO 4.1 so f om.?o <I.34 a.34 *tmoo 100 
0.00000 0 co.1 50 
o.ooQoo 9 co, I so 

?-H~d~ayc~~~~ S&$te (?-HCS 
0,OOQOO c co. i 50 *. I50 * 0.000 
0.00000 o -=o. IS0 
0.00000 c co. 150 4.34 
0*00000 u co. 150 Cl .34 

0.4 0.00000 c co* 150 ~o,lSoa 0.000 <I.34 Cl .34 3 0.000 100 
0.00000 c co. 150 <I 234 
0.00000 : co, 150 c1.34 

4 0.00000 F co. 150 40. rso f a.ooo Cl 34 ~1.34s0.000 roe 
0.00000 c cc[), 1 so <I -34 
0.00000 c 4.150 <I.34 

40 0.00000 c 4,150 co. r $0 + 0,000 a,34 4,34 f O.OQO 100 
0.00000 c ~O;lSO. a.34 

0 

0.00000 c, KO. 150 4.34 
‘I-H$rxoycounqrin Sq!hte (70HCS) Formati@~ Donor 3 

0.00000 c co, 150 co. 150 f 0.000 a.34 4 *34 f 0.000 100 

0.00000 c 0.00000 c co. 150 co. 150 <‘f .34 <‘f .34 
0.00000 Cl <O.lSO 0.00000 Cl <O.lSO <I 24 <I 24 

Abbreviations: Sl3, standard deviation; VC, vehicle control (1% h4ethanol) Abbreviations: Sl3, standard deviation; VC, vehicle control (1% h4ethanol) 
c The observed analyzed value (PM) was below the lowest conkntzation on the standard WVC: (0. f S pM). c The observed analyzed value (PM) was below the lowest conkntzation on the standard WVC: (0. f S pM). 
Note: For all calculations above, the resulting values are shown with at least.three signifioant f?gWes for display purposes only. Note: For all calculations above, the resulting values are shown with at least.three signifioant f?gWes for display purposes only. 
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WC) 0.000 d <0*3ob G.68 
o*ouod <0,30o -3.68 
O,Oood <0.300 G.68 

0.4 0.000 d -a3oQ ~O:Q;300 Jz 0.000 
0.000 d 

a.68 @a58 ti 0.000 100 
<0,3oO G.68 

0.000 d ! -a3QO <2.68 
4 0.000* a.300 <0,300 * 0.000 G.68‘ 

0.000 d 
-=2.68tO.iXIO 100 

-co.300 <2.68 
0.000 4 d.h30o a;68 
O.OOod ~0*3uo 40 40,300t 0‘000 <2+48 
0,000 d 

Gk682tO.000 100 
-=0.3do CM8 

0.000 d '_ -co,300 G.68 
To& Met&elite Fmn&ion: Z)an~r 2, 

(& 
O.Q38f d ~0.300 ~.3OOtt o*ooo a.68 
0.0413 d, 

~2.68?:&OQO 100 
el.301) <2.68 

0.0365 d <0.300 <;I,68 
0.032~ d ~0.3Go CL68 

0.4 0.0225"d: <ck300 a.300* 0.000 c2.68 ~2*68.~0.000 
0.0381 d 

100 
co.300 6.68 

0.0381 d ~0,300 Q-68 
4 0.0344 d' a300 ~0*5UO * 0,000 -a,623 KM8*WOo 100 

0.0353 d co.306 +=x68 
0.0297d ~O,o.JOD -a68 

40 0.0293 d ~o:o.30Q co.300 f 0300 -a,68 <2;68zk&oOO 100 
0.0266 d <0.300 CL6-8 
0;03i3 d: <0.300 a.68 

Toid Metiblite Fortnrition: Don& 3 
o.ocEo d <0.3#0 ~0.300*oo,aOo ~2.68 
0.0196 d CO.300 

6;68a(3.000 100 

0,0237d CO.300 
c2.68 
-a.68 

0,000 d <0.300 Q.68 
0.4 0.0216 d ~0.300 ~o.3oo*t.oBo .=.X68 

0.0182d ~0*3oo 
GL68+0.000 100 

c2.2.68 
0.0182 d ~0.3f.M G.68 

4 o.uoo d 8,JI)O ~0.300e0.000 Q.68 cr2,68a0.000 IO0 
0.0197 d <0*300, q.68 
0.0162 d <0.300 a&S__ 

401 0.000 d <0.300 <0.300 f 0.000 ~2‘68 (L.68~:0.000 100 
0.0188 d go.300 -a.48 
0.000 d ~0,300 G.6$ 

Abbrevilttions: SD, standard deviatiou; VC, vehicle control (1% Methanbl) 
d ‘The observed analyzed value (ph4) for aI1 met&&es w<re Wow tlk loties cemxWation on the corre~poodks$ standard curve. 
Note: For ail calculations above, tie resutting vailrss are Io,wil with at Icast three $gni&xmt &pros for &play purposes onty. 
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Summary Data Tables All Cryopr&sb;rved Hunan Dunors 305-l 188-03 

Nirvanot fwmatim S~ecifc Adtivit$ 
Metaxatone Raw Adjust@I (vM) ~~~~~~.~~~~l~i~~ cr?ils) Percent 

(pIM) (JLM) Individud Me$m zk SD Individual Me& f SD OfVC 
Dcwr 5 

0,03230% 0.0323 @.03i9*0.0~156 0.288 Q.28Sa0.0139 100 
0.03384 0.0338 0.302 
0.03014 Ct.0301 0.269 
0.03141' 0,03~4 0.280 

0.4 0,03380 0.0338 U,O3~*~.~08~3 0.302 0;304*Q,OW89 bO7 
0.03329 0,0333 0.297 
0.03501 0.0350 0,313, 

4 0.02742 0.0274' 0.0305 zt 0.00272 t-k245 0,273*W243 95.7 
0.03241 0.0324 0.2.89 
0.03178 0.0318 0,284 

40 0.03233 0.0323 0,031u ~oo.00204 0.289 0.2?7*t:o.O182 97.1 
0,03203 0.0320 0.286 
0.02866. 0.0287 0.256 

Donor 2 
0.02927 0,0293 O,b289& 0.00230 0.261 0.258*0.0205 100 
0.02920 0.0292 0,261 
0,03237 0.0314 0.280 
O.Q2582 0.0258 0,231 : 

0.4 0.02544 0.0254 0.0306tk6.005S9 '0.227 0.273d~O.0499 106 
0.02986 0.0299 0.267 
OS03654 ' 0.0365 0.326 

4 0,02852 0.0285 '03X281 zkOo.O(H3884 0,2SS 0.2SO*Q<OW90 9'7.0 
0.02703 0.0270 0.241 
0.02860 0,0286 0.25s 

40 0.00341 * GhO250 ~O.O2!iO~Oo.OW -G:223 ~Q.223*;0.000 C86.5 
0.00320*' <0,02$0 50.223 
o.Qo330n <O.O2SQ a223 

Donor3 - 
0 0.02349~ eO.0250 ~O,U2S2~O.O00435 ~0:223 -Xt22S*t:.O#388 100 

(VC) 0.02587 0.0259 0.231 
0,02376", ~0.0250 <CA223 

0.4 
0,02236" <O.OiSO ~0,223 
0.02177 * +MIZSD 4?.025O~t 0.000 ~0.223 ai.223*0.000 99.1 
0.02343" ~0.0250 qO.223 
0.02326" <0,0250 co.223 

4 0.02392a I <0.0250 <0.0250~0.000 ~0.223 "<0.223 *t.OW 99‘1 
o.02490a a,0250 G),223 
0.02229" <0.0250 <0.223 

40 OsO2005 ‘ Q.0250 ~0~0250~00.000 eo.223 <0.223* 0.000 99.1 
0,b1976a <0.0250 CO.223 
o.02r&9a ~0.0250 40,223 

Abbreviations: SD. standard deviation: VC. v&id control f I % MathanoI) 
a The obscfvetl anaiywi value ($4) w&beiow the towest ix&entmtion & the standard cwve (0.025 PM). 
Note: For all calculations above, the resulting values ara shown with at least thy si@niiWat figures for display purposes only. 



Nirvanol ‘form&Spa Specitis Activity 
Sample RZtW Adjusted ipN}, ~~rnj~rni~~Q~ cells) Percent 

Identification (PI%) Individual M@Ut*Sp Indi yi@l MansSD OfVC 
Donor i -, 

vc 0.03230 0.0323 o.o3I~!aoo156 0,288 0<28SiQ.0139 100 
03384 0.0338 0,302 
0.03014 0.0301 0.269 
0,0314i 0.0314 0+280 

ImM 0.10875 0,108 0.107 h 0‘00957 0.973 Q.QS5*O.wS4 335 
Phenobarbital 0. I 1143 0.113 0.995 

0.11462 0.1 I5 1.02 
0.09308 0,0931 0,83 I 

barn 2 
VC 0.02927 ~0.0293 O.d289* 0.00230 0.261 0,2S8zk:Q.0205 100 

0.02920 ‘0.0292 0,261 
0.03137 0.0314 0.280 
0.02582 <0.0258 a.231 ' 

! mM 0.04920 0.0492 0.0461 ao.Ov398 0.439 0,421 so.0355 159 
Phenobarbital 0.04 148 0.0415 0.370 

&049x$7 O-0496 0.443 
O.a4398 ,0.0440 0.393 

,Dcyar3 
VC! 0.023490 <0,025@ <0.0252* 0.000435 cG.223 &225iB,OO388 100 

0.02587 .0.0259 0.231 
0,02376" $0.0250 CO.223 
0,02236a 50.0250 dI.223. 

1mM 0.08499 '0.0850 0.077S~0.00718 0.7$9 0.692Hms41 >307 
Phenobarbital 0.07505 0.0751 0.670 

OvO8123 0.0812 0.725 
0.06864 0.0686 0,613 

Abbreviations: SD, standard d&&n; VC, vehicle contml[1% Methtiol) 
” The observed analyzed value (FM) yas b&W thd lawest co&en&&ion on the standard cm% (0. I @vf). 
Note: lk~:or 41 calculations above, tbc resulting values are shirwn with at Icast three sigirifkant f@rcs for display purposes only. 
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Donor 1 
0 0<02260? ~0.0500 ~o.#oo* 0.005 a,486 +44&k0.000 100 

WQ 0,02001 " <0<05ofJ CO.446 
o.ooooo n ~0.0500 CO.446 
0.00000 * <O,OSOO <0,446 

0.4 0.04455 * 4;osoo <0.0500* 0.000 <0.446 <0.446 f 0.000 100 
0.00000 a <0.0500 -a.446 
0.00000 8 <0,0500 <cf.446 

4 0<01755 g ~0~0500 ~0.0500*0.000 <0446 eo.446 t O.000 100 
0.02331 * <0.0500 CO.446 
0.03323* <O.OSOO <O/446 
0.02273 L, cO.0500. <O.OSQOk 0.000 CO.446 ~0.446 f a,oao 100 
0.0 1761 m <o.os5o CO.446 
0.03963 *, CO.OSQQ, -=-0.446 

Donor 2 
0.03939"' cO.0500 COO,O5QO* 0,000 .=a446 ~0.446kO.000 100 
0.03720* CO.0500 <0.446 
0,01756a <OvOSOO <O&46 
0.02379 * -=0.0.500 <0.446 
0.25543' 0.253 ~o.177*00,11f 2.26 Cl ,58 * 0.991 3.55 
cm3299 8’ <0.0500’ ~OA44 
0.22856' 0.229 2.04 

4 0.03716" <0,050@ ~0.0561 ttO.0105 <a.446 ~OSt9f a%0939 112 
0.02847 N, <0.0500 qO.446 
0.06821 O&%82 0,609 

40 0.05953 0,059s co,0532 &00,00550 0.532 a"475*:o.c!49t 106 
0.03151 li ~0.0500 -=a446 
0.01820" -=0.0500 <0.4+6 

ihnor3 
O&4414" ~0.05OU ~o*os49a?)50.00985 -=O.446 ~~.490*0.0879 100 
0.03780s< <O.OSOO CO.446 
0.06970 0.0697 0.622 

0.01934 *' ~0.0500 CO.446 
0.4 0.50538~ 0.505 <0,228rtO.2$3 4.51 a,o4h2,17 415 

0.03692n CO.0500 <0,446 
0.12852 0.129 1.15 

4 0.03195* <O.OWO ~t?).O%@O~t:.O542 G-446 ~0,8$4rn0,484 180 
0.15728 0.157 1.40 
0.08980 0+0&98, 0.802 

46 0.49287 0.493 ~0.198 hO.256 4.40 ~l.fSk2.28 360 
0.00000 ” <0.0500 ~0,446 
0.03662" <O.OXW <0.446 

Abbreviations: SD, standard deviation; VC, vehicle mntroE(S% M~hanol) 
a The observed analyzed value (&Q was below tie low~~~~n~t~an on the standard curve (OS05 &I), 
Note: For ail cakulations abave, the iesulting v&es are iihm with at least thme significant figd?B for display purposes only. 
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Summary Data Tables Ali Cryopredwxi Human Donars 305-I 188-03 

6-Hydrcqy$&wl &~@B.I Specific Activity 
Sample Raw Adjuged &M) ~p~~~rn~~mjll,j~n wils) Percent 

Identification (PM) @dividual Metif SD lndividgl Maan h SIX3 OfVC 
Donor 1 

VC O#O2260" ~0.0500 =f0.0500 f 0.000~ <OS446 -a.446 f o;ooo 100 
0.02001 " ~0.05oo KO.446 
o.ooooo li ~0.0500 UA446 
0.00oQo 8 ~0.0500 ‘a446 

25 NM 0.01513 * -=0.0500 <0.0576 f O”O152 <0.446 aL514f0.135 115 
Rifakpin 0.02819" <0,0500 -al,446 

0.08033" 0.0803 0.717 
0.00000 a <0*0~0~ CO.446 

Dorm2 
VC 0.03939* co,o5ou ~o.osoozi: o:ooo -a446 ~0.446~:.ObO 100 

0.03720" ~O.OSQO <0.446 
0.01756" ~0.0500 CO.446 
0.02379# <O.O~OO =?I&4446 

25 PM 0.01592" ~0.0500 ~0:0683 f o,o361 a.446 aL6o8aO.322 f36 
Rifampin 0.02262" ~o.osoo ~0.446 

0.02859~ ~0.05oo <OS-M 
o.12220 ,0.122 1.09 

DQnorJ 
VC 0.04414" ~o.osoo. -alo ck O,OO985 +I.446 'a.49odko879 100 

0.03780" ~0,0500 CO.446 
0.06970 '0.0697 0.622 
0.01934 = ~0.0500 

25 pM 0.68053 0.681 KO.211 i 0.313 
KO.446 
6.08 =4,88rn2dtO 384 

Rifampin 0.06333 8.0633 0.565 
0.03422" ~0.0500 -+I.446 
0.01462 = <0.0500~ ,%I.446 

Abbreviations: SD, srundard deuiatiok; VC, vebicfe oontfo~ (ID/o M&uu~~l) 
’ The observed aualyzed value (FM) was below tkk lowest amentmtim on the standard cuwc (9.05 $@). 
Note: For ~4111 caiculations above, the msuiting vaiues am$haWn~witb at least three siguifimnt figures for display purposes only. 
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Summary Data Tab& AII Cryopreserved Human Dorms 30%Il88-03 

Metaxalone 

“---AS) 

(v”c, 

0.4 

4’-Mttthylhyd~~~~~lbut~~jd~ formation SpecUc Activity 
Raw Adjusted jpM) ~~O~~i~~jIlion eta) Percent 
(PM) Individual &lebi SD Iadlvidwal Mean * SD of VC 

0.01215' 0.01502, 
,bmar 1 

0.0122 0.0150 o.o!s37~aOO161 0.108 0,134 0.122~0*0144 100 

0.01513, 0.0151 0,135 
0.01245 0.0125 0,111 
0.01557 0.0156 0,0147zk 0.000753 0.139 O.l32ri:O:OO672 108 
0.01410 0,0141 0.126 
o,o14ss, 0.0146 0,130, 

4 0.01331' 0.0133 0.0137 i-O.00136 0,119 0,122~0~0~21 100 
0.01523 0.0152 0.136 
0.01261. 0.0126, 0,113 

40 0*009?f 9 -=0.0100 ~0.0100s 0.00~~346 <0.0893 ~~.0895~~,~309 173.2 
0.009529 ~0.0100 --w?893 
0.01006' 0.0101 ,0,089& 

Doaor2 
0 0.05192' 0.0519 0.0491 k 0.00479 0,464 0.438~trO.0428 100 

PC> 0.04864 0.0486 0.434 
0,05325 0.0533 0.475 
0.04250 0,0425 0,379 

0.0474 a0.00223 0,431) 0.423*00.0200 96.6 
0.04489' 0.0449 0.401 
0.04915 0,0492 0,439 

4 0.04634 0.0463 0.0456 SO.000864 0:414 (1.4@7*0,00772 92.9 
0.04-581 0,0458 0;409 
0.04465 0.0447 0,399 

40 0.02917 0,&2X? 0.~2~*~.~~65~ 0.260 0.265ao.ooS81 60.4 
0.02936 0.0294 0.262 

Donor3, 
0 0.02021 0.0202 0.018 r f 0.0#206 0.180 0.t62~0.0184 100 

WC> 0.01700 0,017o 0.152 
0,01952 0,019S 0,174 
0.01586, 0.0159 0‘142 

0.4 0.02067 0.0207 0.0201 a0.00125 0.185 0*179Li:0:0111 111 
0,02096 0.0210 0.187 
0.01867 0.0187 0.167 

4 0.01807 0.0181 0.0187~0,00235 0.161 0.167~&0210 103 
0.02129 0.0213 0.190 
0.01671 O.Ql67 0.149 

40 0.01364 0.0142*0,MxIcI60 0,0135 0,122 0.127 f 0.00500 78.4 
0.01432 0.0143 0,128 
0.01475 0.0148 

Abbreviations: SD, standard dcviatiok VC, vchioie control (1% Methariolt 
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Summarpr Data Tables All Cryopresgrved Human Donors 305 1188-03 

VC 
Donor 1 

0,012IS 0.0122 0;0137 3r 0.00161 0,108 .0,122*0..0144 100 
0.01502 0.0150 0.134 
0.01513 0.0151 0.135 
0.01245 p.0125 0.111 

2.5 PM 0.02792 0.0279 0.0291 f O.Od48 I 0.249 0.260 * 0;0429 213 
Rifampin 0.03387 0.0339 0.302 

0.03168 0.0317 0.283 
0.02289 0.0229 0,294 

%@3nor 2 
vc 0.05192 b.osi9 0.0491 k o&o479 0.464 0*43 8 A 0.04228 100 

0.04864 b.0486 0.434 
0.05325 0.0533 0.475 
0‘04250 O&l25 0.379 ” 

25 pM 0.05908 0.0531 0.0608 f 0:00254 0.528 OS4j i 0.0227 124 
Rifampin 0.06386 0.0639 0.570 

0.06191 0.0619 0,553 
0.05839 0.0584 0.521 

: Donar 3 
VC 0.02021 b.ozQ2 o.onr f 0.00206 0.180 O.l62rtO.~l84 100 

0.01700 0.0170 0.152 
0.01952 0.0195 0,174 
O,OlSS6 0.0159 0,142 

25 pM 0.03543 0.0354 0.0364 zk 0.00192 0.3%6 0,325iO.O172 201 
Rifampin a,03771 0.0377 0.337 

0.03829 p.0383 0.342 
0.034 I9 (LO342 

Abbnviations: SD, standard dcviatiol; VC, vehicle corm1 (i% Methan& 
o.tsorr 

’ The observed analyzed value (@I) was below the lowest conc+ration on the standard cuwe (0.1 liA/I), 
t’dote: For all calculations above, the resulting values ate shown with al k!ast three sign?‘fkxv~! fig&s for displaypurposes only. 



Dwwr I 
O.OOQ25 * ~Q.bSOO ~0,0560=k 0.000 4.4k ~Q.446~Q*QOO 100 
O,OOQ58 * ~0,0500 =%%46 
o.oo114e ~0,0500 G.446 
0.00058: ~O:o.WOO <Q,446 \ ' 

0.4 0.00708 a ~O.OxiQ -a0.0500 4 0.000 -=G446 -+,446iQ,OQQ 100 
0.01319*' 4J.0500 
0.01861 * <O;oSOO -w4i 

4 0.01649" ~o*osoo ~o:o,osoo f 0.000 +=Q.446 ~0.446SO.OQO 100 
0.00029”: <O.Q5QO +I.446 
0<00064" ~0,0500 KO.446 

40 O.QQUS7"~ <0.0500 -=0.0gQ* 0,000 <0.446 ~tM46 f 0.000 100 
o.oQQ31 i( ~0.0500 CO.446 
O.O0037Q, -a;0500 CO.446 

Dandr2 

(A) 
N/A * NJA 4kosQu f omo N/A +M46dcWQQ 100 

0.01146n -4.0500 CO.446 
Q.01456n ~0.0500 <O&t6 

N/A * NM N/A 
0.4 0.00765 a; <0.0500 -=O,OSOQckO,OOO <Q,446 ~0.4~6~Q.~O 100 

o.oo779B' -a.o50.0500 ++I46 
o.oo808a ~0.05QO <O&46 

4 0.00775 #: ~0,050Q ‘aosbo a0.000 <a444 ~0.4461tQ.QOO 100 
0.00744 II' ~O,Q500 ~0.446 
0.00~73 a: ~O.USOQ CO.446 

4Q 0.00697 n <0.0500 a-l.0500 f 0,000 .+?A46 .- ~0.446zkQ,OQO 100 
0*00~40" ~0,05uo <0*446 
0.Q0790B ~0.05ou 

Donor3 

(A) 
0.00026"' <0,0500 ~CkO5~1tO.U00 ~0.446 -=xJ0,446~a.ooo IQ0 
0.00000 il ~O.Qmo +%M46 
0.00000 a <0.0500 co.446 
0.00000"' a.0500 ~0.446 

0.4 0.00000 y -4.0500 ~0.0qo I 0.000 <C&446 ~0.446~Q.QQO 100 
0.00000 * a.05uo c;O.446 
0.00023 L ~Oc;o,O500 eQ.446 

4 o.6oooo * <0.0500 4.0500 f 0.000 @.446 ~.446~Q,OOQ 100 
0.00000 D : <o.u500 <Q.446 
0.00000 * ~0.0500 4m46 

40 0.00191 D ~O.OSQQ -=o.osQo*o.Qoo CO.446 ~0.446*Qmo 100 
0.00000~ <0,05QO -4.k446 
O.QOQOO a ~0.9500 CO.446 

Abbreviations: SD, standard deviation; VC, vehiqle contt01(1% Methanol) 
a The observed analyzed value (pM) was below the lowest concentration on the standard curve (@.OS @VI), 
* Sample lost after preparatibn. 
Now: For all calculations above, the resulting values arc shown with at least three significant figtlres for disptay purposes only. 
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Summary Data Tables Ail Cryopsreserved Human Donors 305- 118843 

VC 

25 FM 
Rifampin 

VC 

‘- Donor X -. ,. 
0.00025 n <0,0500 -4.0500 f 0,ovo +a.446 <0.446aV.OVV 100 
0.00058 = 4h0500 4.446 
0.00114 * ~0,05QQ G.446 
0.00058 a '~Oo.OSOV <CL446 
0,00708' ‘<O.U5Qv <0.0500* 0.000 4,446 ~0.446SQ.OoV TOO 
0.01319" <0.0500 CO.446 
O,OiS61 * <o.o5ov <0.446 
0,O 1649 * .<O.OSOO 40.44-6 

Donor 2 
N/A* ' NM -=o:o%v * 0,000 WA 'kO.446;tiVVO 100 

0,01146* <O.VSVO ~0.446 
0.01456" ~O.OtiOV ~OA46 

N/A * NIA N/A 
25 pM 0.00986" GI.0500 -=W@tjO* 0,000 ~0.4415 c0.446rtQ.OVO 100 

Rifampin 0.01018 * ~O.V500 d.k446 
0.01272' <0.0500 40.446 
0.00915 @  <0.0500 CO.446 

,Donor3 
VC 0.00026' ~00.0500 ~0.05OV~O.000 d?&fi ~0.4463: O.VVV 100 

2.5 VIM 
Rifampin 

0.00000 B ~0.05ov <0.446 : 
0.00000 a 4l.0500 CO.446 
0.00000 4 ~0.0500 4.446 
0.00142" G0.0500 ~o:o.0500~ 0.000 -a446 <0:446aV,VVV 100 
o.vo191 * ~o:o.0500 CO.446 
V,OOIlB" &Lo500 CO.446 
0.0001 s a3 ~0.0500 ~0,446 

ss: SD. standard deviation: VC. vehich contcol f 1% Metba~oil 
* The observed tu&zed valt& (ph4) &s b&w that lowest ctkentration ok the standard curve fQ.W $G). 
* Samples were lost during analysis rmd thrtretbre c&d not,& ar&kd. 
Note: For all calculations above, the fesulfing values are shown with at teasi three sjgnilcant figurns for display purposes only. 



Summary Data Tables AI1 Cryopreserved Human Donors 305-l 18843 

Metaxalone 
(PW 

c& 

0.4 

4 

~e~~o~~~~~~~on 
Raw Adjusted [MM) 
(PM) Individti MwnnSSD 

aonor I 
0.00772 a ~0.0100 <O.OfW f O.Qoo 
0‘00796 a ~O;OlOO 
0.00736 * rO,OlOO 
0.00724a ~0.0100 
0.00809 a <o‘OLO(l c0.0100 f 0.500 
0.00749" ~0.5100 
o,oofJ53* <O.OlQo 
0.00832 ? <O;QI 00 GRI.0 1 QO ci: 0.000 
0.00~21 a <O.Ol’OO 

Sp(s~ific Activity 
~p~~~/~~~/~iili~~ cells) 

Individml .M~m rf: $33 

~0.0893 ~0,0$93-;t0.000 
CO.0893 
KO.0893 
<0.0893 
<5.0#93 d.m893a0.000 
<0.0893 
e&O893 
KO.0893 ~0,0893;t0.000 
*CO,0893 

Percent 
of VC 

IO0 

100 

100 

0.00744 a <0.51~. ~0.0893 
40 0.00398 9 <08?100 co,u101) zk 0.000 <0*0&93 -=0.0893*0.000 100 

0.00205 * ~0.5100 ~0*0&93 
0.00$20 * <O.OlM) <0.0893 

lY?onrrr 2 
0.51286 0.0129' O:Q139*00,00152 0.115 0.124zkO.5136 100 
0.01432 0,0143 0.128 
0,01581 0.0158 0.141 
O-51247, 0.5125 O.llt 

0.4 0.51302' O.Of30 0;0133 f 0.000484 0,116 0.1~9~0.00433 95.9 
Or01302 0.0'130 0,116 
0.01386', 0.0139 0.124 

4 0.01361 0.0136 0.0143 *o.oOm9 0,122 0. i2& f 0.00526 103 
0.01468 0.0147 0,131 
0,01457 0,0146 us130 

40 0.00998 CO.0100 <0.0102P 0,005260 CO.OS9~ ~O.Q906~1:0.0#232 C73.2 
o.oo956a <o.OlQO ~O.Q893 / 
0.01045 0,oLqs 0.0933 

mm3 
0 0.07011 5.0701 O.OWrt:O.OQ607 5x526 OS94aQ.0542 100 

WC) 0.05856 0.0586 0.523 
Oh07219 0.0722 0.645 
0.06505, 0.0651 O,SSl 

0.4 0.06218 0.0622 0.06~7*0.00305 0,555 0.586m0.0272 98.8 
0.06688 0*0669 0.597 
0,06789 0.0679 0.606 

4 0.06071 0.0607 0.0597 s 0.0016;1 OS42 0.533rtO.0146 89.8 
0.06060 0.0606 0,541 
0.05782 0.0978 OS 16 

40 0.05087 0.0509‘ 0.0489 f 0.00347 a.454 0.436~Qo,0310 73.5 
0.05088 .__ i 0.0509 0,454 
OA4486 : 0.0449 0.401 

Abbreviations: SD, standard deviatiok K,. vehi& cbntroi (1% ~&SSnOl) 
* The observed analyzed value (pM) was below the lowest coricmtr~ion on the stmdard omve @.oi pi%). 
Note: For all cakxdations above, the resulting values are shown with at itlast three significant f@ms for display purposes only. 
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Summary Data Tables All Cry-opresewed Human r&mars 305-I I 88-03 

0.27817, 0.278 2.48 
0.4 0.28854 0.289 0.277rt 0.0279 2S8 2.47;t:O.249 97.8 

0.29749 0.297 2.66 
0.24329 0.24S 2.19 

4 0,287W 0.288 0.295 f 0.0236 2s 2.64*E:o.210 104 
0.27623 0.276 2.47 
0,32160 0.322 2.87 

40 0.28453 0,285 0.294 -10.00876 2.54 2+63a0.0782 104 
0.29753 0,298 2.66 
0.3Oi21 0.301 2.69 

Ihn,oi 2 
0,073&S 0.0739 0.0748 i 0.00211 0.659 0.668*0.0188 100 
0.07610 0.0761 0.679 
0.07690 0.0769 0,68'Y 
0.07229 0.0723 o&45 

0.4 0.07071 0.0307 0.0776 k 0.00753 0.631 0.693 kO.0673 104 
0.07649 0.0765 0,683 
0.08565 0.0857 0.765 

4 0.06315 0.0632 0.0679 f O.OO3SS .o:%c 0,598~oQ,0317 89.6 
0.06775 0.0478 0.605 
0.07013 0.0701 O&G?6 

40 0.06247 0.0625 0,074s~0.0141 0,558 0.46Sz.tQ.126 99,6 
0,0709 1 0.0709 0.633 
0.09003 0,0900 0,804 

Donpf3 
0.05899 o.os90 0.0$70a0.00420 O.S27 o.fio9d4.0375 100 
0.06077 0.0608 O.SIJ 
0.05718 0.0572 O.SI 1 
0.05110 g.osr 1 0,456 

0.4 0,05031 0.0503 0,0517s=0.00140 0.44l 0.462 iO.OI25 90.7 
O.OS310 O&S31 0,474 
0.05169 Q.0517 0.462 

4 0.05245 0.0525 O.OSOO $: 0,00389 0.468 0.446*0.0348 87.7 
o.a5202 0.0520 0,464 
0.04s50 0.0455 0.406 

40 0.05260 O.W6 0.0535 * o.ou164 0,470 'W78rtQ.0146 93.9 
0.05541 0.0554 0.4% 
O,OS254 O&525 0.469 

Abbreviations: SD, standard deviation; VC, vehicle conb~l(~ W Me&anal) 
Note: For all calculations above, the re.Ming values are sham with at least three signi%mtt figures for display purposes only. 
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bonor 1 ‘. 

(Gc) 
0.05693 a <O,lOO <o.iuo f 0.000 <0.893 +fo*o.893 * o.oou IQ0 
0.05726"~ <O.lOO a.893 
0.05367" <O.lOO +axR3 
0.04590" -=O.lOO <Oh893 

0.4 O+OS415': 4.100 <o* 100 + o.ooo <OS93 ~0.893 f 0.000 100 
0.06OS3 p <O.lOO CO.893 
0.05911 * <O.lo‘O <f&893 

4 0.05783 a, <O.lOO 41Do t 0.000 KO.893 <0.893 f o.ooa 100 
0.05948" ~0~0,100 <0"893 
O.OS705 = <0.100 CO.893 

40 0,06888 *' ~0.100 co, 100 * 0.000 qO.893 <ox93 * 0.000 100 
0.06424 a ~0~0.00 ~0:0,2393 
0.06511"~ <O.lOO ~0,893 

honor 2 
0.12401 0,124 ~0.11710.0141 I,13 cl.OSiO.126 100 
0.13222 0,132 I,18 

0.07973 a ~OO,fOO aL893 
0.11219 0,112 E .oo 

0.4 0.12083 0,121 0.134~0.0122 1.08 1.20~0,109 >llS 
0.14424 0,144 I,29 
0.13828 0.138 I,23 

4 0.10953 : O.lto 0,116 a0.00524 0.978 i.03kO.Q468 198.7 
0.11883 0.119 1.06 
0.11837 0.158 1.06 

40 0.14198 0.142 O<Wlk 0.00273 t.27 1.26*0.0244 >I21 
0.14356 0.144 1.28 
0.13824 0.138 1.23 

Bon‘or 3 
$2) 0.060#4 a, <O.lOO -=o. 100 + 0.000 -=0,893 CO.893 i 0.000 100 

0.05981 a, <0.100 go.893 
0.064m a ~0.100 CO,893 
0.08660" <0.x00 <OS,893 

0.4 0.05106" go.100 <O‘ EOO f 0.000 <0*893 <0.&93 ?c: 0.000 100 
0.08255' <O.fOO ~0.893 ~ 
0.05998 a <O.IOO ~0.893 

4 0.06298 a -=O. 100 <o. IO0 * 0,oou 'eO.893 "=0.893~f;Q.000 IOU 

40 
0.07264B -4klO~ <0.893 
O.OSS87" <O.lOD CO. 101 f 0.00238 go393 aLWS~Q.0213 101 
0.10413 a104 0.930 

o.080886 <O,lOO 40.893 
Abbreviations: SR, standard devjation; VC, vehioIe WW~I 0% Metbandlf 
’ The observed anafymd value (@4) w,as below the towest c&mnW~~ on the stmdard cwrve (0.1 PM). 
Note: For all calculations above, the resulting valrres ace shmv# with at irast thrtx significant figms Ear display purposes only, 
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